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Intended Use / Indications for Use 

 

The powered Melodi Prime Breast Pump is intended to express and collect milk from the breast 

of a lactating woman.  This device is a double pump with a single pumping option; it is intended 

for a single user. 

 
 
Performance Data 

The pressure level and cycles per minute remains consistent throughout the bench test and 

shows a constant and uniform behavior. Back flow tests confirm that the Melodi Prime Breast 

Pump can prevent back flow of the liquid from the Pump Set into the tubing. 

 

The test subject, Melodi Prime Brest Pump and the breast shield set, is able to successfully 

prevent back flow of the liquid form the Pump Sets into the tubing and into the pump. The Pump 

Sets are also able to prevent liquid going out from the bottle to the pump. 

 

The system was tested for more than 72 hours without any problems or errors. 

 

 

 

Clinical Testing 

No clinical data was required. 

 

Predicate Device Comparison 
 

Parameter Subject device (K142479) Predicate device (K102516) 

Device name Melodi Prime Breast Pump Lucina-Melodi Powered Breast Pump 

Intended use Same as the predicate Intended to express and collect milk 
from the breasts of lactating women. 

Pumping 
configuration 

Same as the predicate Single or double  

Anti-backflow 
mechanism  

Same as the predicate Diaphragm cover 

Suction pressure 60-250 mmHg 50-250 mmHg 

Suction control Same as the predicate Microprocessor 

LCD Same as the predicate Yes 

Power source 6V DC adapter  
Or four AA batteries  

Adapter output 19V, 30W 
Or rechargeable lithium battery 

 
Substantial Equivalence Discussion 
 

 Intended use – The subject and predicate devices have the same intended use.   
 

 Technological characteristics – Similarities between the subject and predicate devices 
 

* They both have single and double pumping options. 
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* They both are controlled by the microprocessor. 
* They have comparable suction pressures. 
* They have the same anti-backflow mechanism.  
* They both have LCD.  
 

 Technological characteristics – Differences between the subject and predicate devices 
 

* The subject device is different from the predicate device in power sources.  However, 
the differences do not raise any concerns, because the subject device has passed 
electrical safety and electromagnetic compatibility (EMC) testing.  
 

* The subject and predicate devices may use different materials in user and milk 
contacting components.  However, the PumpSets used in the subject device is a 
cleared device.  Therefore, there are no any concerns on biocompatibility and food 
safety. 

 
Therefore, the subject device is substantially equivalent to the subject device regarding safety 
and effectiveness. 
 

 

Conclusions 

Based on the information presented in this submission, it can be concluded that the Melodi 

Prime Breast Pump is equivalent to its predicate device, the Lucina-Melodi Powered Breast 

Pump (K102516) with respect to the intended use, materials, design and technological 

characteristics.  
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